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Agenda
• How we got here

• Overview of H.R. 2749 The Food Safety Enhancement 
Act of 2009

– New responsibilities for companies

– Increased oversight of imports

– New enforcement authorities

– Fees

• What’s next

• Key Differences in S. 510
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How We Got Here
• Series of high profile food safety 

outbreaks

• Food manufacturing standards in 
the FFDCA date back to 1906

• Strong support from the                      
Obama Administration
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What’s Coming
• July 2009, the U.S. House of 

Representatives passed H.R. 2749, the 
Food Safety Enhancement Act of 2009

– New responsibilities for companies

– Increased oversight of imports

– New enforcement authorities

– Fees
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Food Industry Responsibilities

• Impacting daily operations

– Food Safety Plans

– Food Defense Plans

– Performance standards

– Full records access

– Traceability

– Reporting requirements

• Not to be forgotten

– Annual registration

– Risk-based inspections

– Safety standards for fruits, vegetables, and nuts

– COOL
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Food Safety Plans
• Conduct hazard analysis

• Identify and implement preventive controls

– To prevent, eliminate, or reduce hazards to an acceptable level

– Those controls a person knowledgeable about safe manufacturing, 
processing, packing, transporting, holding of food would employ

– Consistent with current scientific understanding

• Validate food safety plan

• Monitor and verify performance

• Take corrective and preventive actions as needed

• Keep records

• FDA can establish preventive controls by product type
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Food Defense Plans
• Identify hazards that may be intentionally introduced
• Implement preventive measures to minimize risk of intentional 

contamination
– Processing security
– Cybersecurity
– Material security (ingredients, finished product, packaging)
– Personnel security
– Storage security
– Shipping and receiving security
– Utility security

• Check that measures are in place and working; periodically test 
plan

• Maintain records of checks, corrective actions, assessment 
activities
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Oversight of Imports
• Foreign facilities subject to all the same requirements as U.S-

based facilities

• FDA authority to require third party certification for food safety-
related reason

• Accredited laboratory must be used for import testing

• Importers and customs brokers required to register

• Good importer practices

– Including supply chain verification procedures

• Tighter control over import entry filings

• Expedited entry at border if safety and security guidelines met 
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Enforcement Authorities
• Civil money penalties

• Increased criminal penalties

• Suspension of registration

• Mandatory recall

• Quarantine

• Expanded administrative detention authority

• Subpoena power

• Prohibition on false or misleading reports

• Prohibition on delaying or refusing an 
inspection
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Fees
• Registration Fee

– $500 per facility

– $175,000 cap per company

• Registration fee for importers     
(but not customs brokers)

– $500

• Reimbursement to FDA for

– Re-inspections

– Recall

• Export certificates



11© 2009 Hogan & Hartson LLP. All rights reserved.

Next Steps
• Senate expected to take up a bill this fall

• President Obama will likely sign
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Key Differences in S. 510
• Traceability

• Records Access

• Mandatory recall authority

• Foreign supplier verification program

• Third party certification

• No registration fee

• Fewer enforcement authorities

• No COOL
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Down the Road
• Various effective dates for different provisions

• Some provisions require FDA fact-finding and new 
regulations

• Longer implementation time for small and very small 
businesses
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